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APPEAL BRIEF 

Sir: 

Applicant hereby appeals to the Board of Patent Appeals and Interferences from 
the last decision of the Examiner. 
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(I) REAL PARTY IN INTEREST 
The real party in Interest is AstraZeneca AB, a corporation of tlie country of 

Sweden. 
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(II) RELATED APPEALS AND INTERFERENCES AUG 2 ? 2007 

The appellant, the undersigned, and the assignee are not aware of any related 
appeals, interferences, or judicial proceedings (past or present), which will directly affect 
or be directly affected by or have a bearing on the Board's decision in this appeal. 
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(HI) STATUS OF CLAIMS ' 
Claims 3, 7-9 and 1 1 are pending and have been rejected. Claims 1, 2, 4-6 and 

10 have been canceled. Claims 3. 7-9 and 11 are appealed. No claims have been 
substantively allowed- 
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(IV) STATUS OF AMENDMEtfTS 
No amendments have been presented since the final rejection. 
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(V) SUMMARY OF CLAIMED S UBJECT MATTER 



The sole independent claim in the case is claim 3. The invention of claim 3 is a 
method of treatment oMnflammation, which comprises administering a therapeutically 
effective amount of melagatran, or a pharmaceutlcaily acceptable derivative, the 
derivative having the inhibitory activity against thrombin or being a prodmg of 
melagatran, to a patient in need of such treatment, wherein the prodrug is of the formula 

R^02C-CH2-(fl)Cgl-Aze~Pab-OH 

wherein represents linear or branched d-eaikyl and the OH group replaces 
one of the amidino hydrogens in Pab (page 7, lines 6-9, page 13, lines 12-15, page 3, 
lines 10-13. page 4, lines 7-15). 
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(VI) GROUNDS OF REJECTION TO BE REVIEWED ON APPEAL 



H^CblVED 



The grounds of rejection to be reviewed on appeal are: 

(1) the rejection of claims 3, 7-9 and 11 under 35 U.S.C. §112^ second 
paragraph, as allegedly Indefinite, and 

(2) the rejection of claims 3. 7-9 and 1 1 under 35 U.S.C- §1 03(a) as allegedly 
unpatentable over Antonsson et al. (WO 97/23499). 

The obviousness-type double patenting rejection has been placed in abeyance 
until a detei-mination has been made with respect to patentability of the pending claims. 
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(VII) ARGUMENT AUG 2 7 2007 

I. THE FORMAL REJECTION 

Claims 3, 7-9 and 1 1 stand rejected under 35 U.S.C. §112, second paragraph, as 
allegedly Indefinite as to what effect a therapeutically effective amount of melagatran or 
Its derivative or prodrug would produce In the method of treating inflammation, and 
there is no end point In the claimed method. Claims 7-9 and 11 are included in this 
rejection for being dependent on a rejected claim and not correcting the deficiency of 
the claim from which they depend. This rejection should be reversed. 

It Is not clear exactly what is being rejected here. Certainly, one of ordinary skill 
In this art would not view the expression therapeutically effective amount of melagatran 
or Its derivative or prodrug" as indefinite. First, page 6, lines 20 to 29 of the description 
states what suitable doses (i.e. therapeutically effective amounts) of melagatran (or 
derivatives thereof) might be. for instance, in human beings. In any case, it would be 
entirely clear to one of ordinary skill what a suitable dose is, and that it can vary for 
example from person to person, or based on the severity of the disease to be treated. 
This is explained at page 6, lines 23 to 26, where it is cleariy stated that the skilled 
person will be able to determine the actual dosage with ease. 

If the Action is stating that the relevant claims are Indefinite on the ground that it 
Is not clear what effect the compounds would produce in treating inflammation, then this 
ground also does not have merit. It Is clear from the description what effect is obtained 
if inflammation is to be treated (i.e. inflammation Is reduced). Further, it is perfectly 
dear what is encompassed by the term -inflammation" (see page 3. lines 10 to 15 of the 
specification). No Indeflnlteness is believed to exist In the claims under appeal. 
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The Action further asserts there is no "end poinf . This aspect of the rejection Is 
also not understood. The claimed method is for the "treatment of inflammation". The 
"end point" is the reduction of the Inflammation as a result of the administration of the 
therapeutically effective amount of meiagatran, or a pharmaceutlcally acceptable 
derivative to the patient in ne^d of such treatment. There Is no requirement in U.S. 
claim practice to recite an "end poinf, as suggested by the Action. To add the words 
"thereby to reduce inflammation" at the end of the claims would do nothing more than 
state that which is described in the specification. It is believed such an amendment is 
neither required nor necessary. Reversal of the rejection Is respectfully requested. 

II. THE OBVIOUSNESS REJECTION 

Claims 3. 7-9 and 1 1 stand rejected under 35 U.S.C. §1 03(a) as allegedly 
unpatentable over Antonsson etal. (WO 97/23499) (Antonsson). That rejection should 
also be reversed. 

Antonsson discloses a range of prodrugs of low molecular weight thrombin 
Inhibitors. Antonsson further discloses that all of th© disclosed prodrugs may be useful 
as anticoagulants, and also that they may be useful for treating a large number of other 
diseases, amongst which list of diseases is included "inflammatory responses..." (see 
page 20, lines 9 to 18 of Antonsson as published). 

The primary focus of Antonsson is to provide new compounds for use in the 
treatment of coagulation-related disorders. Hence, the person of ordinary skill, on 
reading Antonsson, would not have been motivated to employ meiagatran perse (which 
is not even disclosed in Antonsson), and/or a very small number of specific prodrugs of 
meiagatran, for use in the treatment of inflammation, as presently clamed. Antonsson is 
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primarily concerned with anti coagulants. Moreover, "Inflammatory responses" is merely 
listed as another potential disease that oould be treated amongst a list of several other 
diseases. 

In view of the foregoing, It is clear that one of ordinary skill in the art would not 
have been led or motivated to use, specifically, melagatran, or very specific prodrugs 
thereof, to treat specifically Inflammation. Antonsson simply would not lead one of 
ordinary skill to the present specifically claimed Invention. 

Furthermore, Antonsson contains absolutely no evidence that would either 
suggest to the skilled person that the disclosed compounds may be useful in the 
treatment of Inflammation (in the Antonsson examples, only their thrombin inhibiting 
ability is tested). In addition, there is no evidence presented in Antonsson of any kind of 
link between thrombin inhibitors and inflammation. In view of this, a person of ordinary 
skill would not have been led to believe that the anticoagulant compounds disclosed by 
Antonsson would also be useful In treating inflammation. 

In light of the above, one of ordinary skill would not have been motivated to arrive 
at the presently claimed invention based on the Antonsson disclosure. Absent any such 
motivation, a prima facie case of obviousness has not been generated in this case. 
Reversal of the outstanding obviousness rejection is accordingly respectfully requested. 
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CONCLUSION 

In conclusion, It Is believed that tha application is in clear condition for allowance. 
Early reversal of the Final Rejection and passage of the subject application to issue are 
accordingly earnestly solicited. 



Respectfully submitted, 
NIXON & VANDERHYE P.C 




901 North Glebe Road, 11 th Floor 
Arlington, VA 22203-1808 
Telephone: (703) 816-4000 
Facsimile: (703)816-4100 
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(VIII) CLAIMS APPENDIX 

1-2 (cancelled). 

3 (previously presented), A method of treatment of inflammation which 
comprises administering a therapeutically effective amount of melagatran, or a 
phanmaceuiically acceptable derivative , said derivative having the inhibitory activity 
against thrombin or being a prodrug of melagatran, to a patient In need of such 
treatment, wherein the prodrug is of the formula 

R^02C-CH2-(/7)Cgl-A2e-Pab-OH 

wherein represents linear or branched Cvsalkyl and the OH group replaces 
one of the amidino hydrogens in Pab. 

4-6 (cancelled). 

7 (previously presented). A method as claimed in Claim 3, wherein the 
treatment is of inflammation in patients with, or at risk of, a disease in which inhibition of 
thrombin is desired or required. 

8 (previously presented). A method as claimed in Claim 7, wherein the disease 
is one in which inflammation plays a part in triggering coagulation. 

9 (previously presented). A method as claimed in Claim 7, wherein the patient 
has, or is at risk of, a thrombus. 



-13- 

PAGE16/19'RCVDAT8I27I200710:37:14PM [Eastern DayligM 



NIXON & VANDERHYE PC Fax:703-816-4100 Aug 27 2007 23:40 P. 17 

KIRK, Ian- 
Serial No. 10/685,003 

10 (cancelled). 

11 (previously presented). A method as claimed in Claim 3, wherein 
represents methyl, ethyl or propyl. 
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(IX) EVIDENCE APPENDIX 

None. 
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(X) RELATED PROCEEDINGS APPENDIX 

None. 
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